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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible for 
continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 3-26-08 has been entered. 

2. Applicants amendment, filed 3-26-08, is acknowledged. Claims 24 and 35 were amended 
and claims 2-7, 12-14, 16-20, and 29-31 were canceled. Claims 24-28 and 32-35 are pending in this 
application. Applicant's election with traverse of Group I, in the reply filed on 11-8-06 is 
acknowledged. 

Withdrawn rejections 

3. The rejection of claims 2-3, 5-7, 14-17 and 21-23 rejected under 35 U.S.C. 102(b) as being 
anticipated by Draber et al. (J. Of Immunoglical methods). 

4. The rejection of claims 24-26, 29-35 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Peebles et al. (US2950204). 

5. The rejection of claims 2-3, 5-8, 12-14, 16-20 rejected under 35 U.S.C. 102(b) as being 
anticipated by Peebles et al. (US2950204). 

6. Claims 24-26 and 31-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cook 
et al. (US6213930) in view of Draber et al. and Andya et al. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described ,is set forth in section 
102 of this tide, if the differences between the subject matter sought to be patented and the [Trior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

7. Claims 24-28 and 32-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cook 
et al. (US6213930) in view of Draber et al. and Andya et al. and Freeman (US6746698). 

The claims are drawn to a method for heat stabilizing a specific binding activity of a protein 
by subjecting the protein to a saccharide. 

The reference of Cook et al. the use of anti-phospholipids A2 antibodies to enhance growth 
or improve animal feed (see abstract). The reference states a producer animal is immunized with a 
peptide or protein, such as PLA.sub.2, against which antibodies are desired so that the producer 
animal produces an antibody to said peptide or protein. A substance containing the antibody is 
obtained from said producer animal. The antibody can be subject to further purification if desired 
or can be used without further preparation in an animal feed (see col. 3, lines 63-67). Further, An 
egg preparation, e.g., egg yolks or whole eggs, containing the anti-PLA.sub.2 antibody can be 
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collected and homogenized to form an emulsion. Thereby meeting the imitation of claim 7-12. The 
resulting emulsion can be dried to form a powder containing the anti-PLA2 antibody. This powder 
can then be formulated in a manner appropriate to the administration route and then administered 
to the desired animals using methods known in the art. The preparation is preferably administered 
orally, most preferably as a supplement to the animal's diet, (see col. 4, lines 14-22). The difference 
between the prior art and the instant application is that the reference does not teach the use of 
trehalose and does not teach a processing step at a temperature of at least 70°C. 

However, Draber et al. teach the stabilization of antibodies using trehalose. The reference 
specifically teaches a method where the ascetic fluids or purified mAbs were freeze dreid in the 
presence of trehalose (see page 38). Trehalose provides effective stabilization during freeze-drying 
of IgM and such preparations can be stored at elevated temperatures (see page 41). The trehalose 
freeze dried preparation of IgG and IgM were found to be more stable (see page 41). Trehalose 
confers unique thermostability to biomolecules including liposome-hemoglobin, air-dried antibodies 
(see page 41). The reference of Andya et al. teach that anti-IgE monoclonal antibody during spray 
drying resulted in a stabilized antibody product and a in decrease rates of aggregation when trehalose 
was utilized (see page 355). 

Furthermore, formation of tablets or pellets for animal feed are well known in the art. 
Freeeman teaches generally speaking, the animal feed is prepared by combining the ingredients of 
the animal feed to form a mixture, and forming discrete plural particles of the animal feed from the 
mixture. Most preferably, the particles are formed by pelletizing the mixture. Those skilled in the 
art of pelletizing will appreciate that various conditions may be employed during the pelletizing 
process. Generally speaking, moisture levels in the pellet mill may range from about 5% to about 
12%, with a product temperature ranging from about 120.degree F. to about 250.degree. F. (see col. 
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4, lines 13-25). Pelleting allows for controlling amount of feed to different size animals by altering 
the size of the pellet. 

Therefore, it would have been obvious to one of ordinary skill in the art to use trehalose 
with anti-PLA.sub.2 antibody because trehalose confers thermostability to dried formulations. It 
would have been further obvious to form pellets for feeding different size animals using 
conventional methods as taught in Freeman. Furthermore, during pelleting trehalose would confer 
thermostability to the animal feed mixture taught by Cook et al. 

8. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)-273-8300. 



/Anish Gupta/ 

Primary Examiner, Art Unit 1654 



